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Submitter information KW Y
Company name Materialise N.V.
Establishment registration number 3003998208
Street Address Technologielaan 1S
city Leuven
Postal code 3001
Country Belgium
Phone number +32 16 74 45 37
Fax number +32 16 39 66 06
Principal contact name Oliver Clemens
Contact title Quality & Regulatory officer
Contact e-mail address oliver.clemens@materialise.be
Add itional contact name Alexandra Razzhivina
Contact title Regulatory officer
Contact e-mail address a lexa nd ra. ra zzh ivina @materjal ise. be
Additional contact name Dieter Vandoren
Contact title Continuous Improvement Manager CMVF
Contact e-mail address Dieter.vandoren@materialise.be

Submission date
The date of the Traditional 510(k) submission is June 1 0 t', 2011

Submission information
Trade Name SurgiCase, SurgiCase CMF, ProPlan CMF
Common Name Image processing system and software for

simulating/evaluating implant placement and surgical
treatment options

Classification Name System,lmage processing, Radiological
Product code LLZ (21 CFR 892.2050)

Predicate device

Trade or proprietary or model name SurgiCase
510(k) number K073449
Decision date 2008/04/16
Product code [[2
Manufacturer Materialise N.V.
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Device Information

Description of the device
This submission is a Traditional 510(k) for the Orthognathic wizard of SurgiCase software
application.

SurgiCase is software for pre-operative simulation of orthognathic surgical treatment
options, based on imaging information from a medical scanner such as a CT scanner or a
Magnetic Resonance Imaging (MRI) scanner.

Based on the software planning several options are available to transfer the result of the
planning to surgery. Examples:

* The software planning can be used to select appropriate implants or implant sizes for
use during surgery.

* Based on the planning, patient-specific surgical guides and implants can be designed.
* Patient-specific surgical splints 2 can be generated to transfer the planned dental

occlusion to surgery.

Functioning of the device
The SurgiCase software platform is the basis of all clinical Materialise software designed for
surgery planning. The platform allows basic functionality such as visualizing 3D objects,
visualizing medical image data, generating 3D objects from medical image data and
measuring.

On top of this platform, modules, also called wizards, can be added that each offer
additional functionality such as planning a specific surgical routine. This platform is the main
general wizard, while additional modules (wizards) are mainly based on the functionality of
this general wizard; they assist the surgeon to plan specific surgery types step-by-step by
providing each a different user interface, giving the surgeon the opportunity to fine tune
parameters specific for that type of surgery. Current premarket notification is only for the
Orthognathic wizard of the SurgiCase software. The rest of software wizards have been
cleared under K073449 submission for the SurgiCase software.

In tended use

SurgiCase is software for pre-operative simulation of orthognathic surgical treatment
options, based on imaging information from a medical scanner such as a CT scanner or a
Magnetic Resonance Imahging (MRI) scanner.

2The surgical splints are Class 1, 510k exempt and therefore are not submitted for review in this 5i0k
submission. References to the splints are provided as an example throughout this submission to give a
complete overview on the whole process (from planning to surgery).
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Summary of technological characteristics
Device comparison showed that the proposed device is substantially equivalent in intended
use, materials and performance characteristics to the predicate device.

Performance data

Non-clinical testing
Software verification and validation testing will be completed by the end of August 2011.
Verification and validation reports will be on file at Materialise from that point on and can be
sent on request.

Clinical testing
Not applicable.
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Dear kMr. Clemens:

We have reviewed yIourI Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substanially equivalent (for the indications
for Use stated inl thle eclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not requLireC approval of a premarket approval application (PN4A).
YOU may. therefore, market the device, subject to the general controls provisions of the Act. Trhe
genecral controls provisions of the Act include requiremnlts For annual registration, listing of
devices, good manlUfacturing practice, [abel ing, and prohi bitions against misbranding and
adulteration.

[f your device is classi fled (see above) into class 11 (Special Controls), it may be subject to stick
additional controls. Lx isting Inaj or regulations affecting your device can be found in Title 2 1.
Code of Federal Regu1-lations (CE-R), Parts 800 to 895. In addition, FDA may publish further
announcements concerning \'our1 device in the federal Reuister.

Please be advised that I-DA's issu-ance of a substantial equi valeice determination does not mnean
that FDA has made a detelimi nation that y1our device complies wvith other req Lirements of the Act
or any Federal stat~ites and regaulations administered by other Federal agencies. YOU must
comoply with all the Act's requirements, including, but not li mited to: registration and listing (21
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of:



meadical devichand adverse e~vens) (2 1 CUR 803); and good m1,11anactUr Ing Ipi etice
recriiins ats set forth in the quality systems (QS) reatlation (21 CUR Part 820). Tlhis letter
wvill a I ov youL to begin mrkeding your device as described in your Section 3 1 0(k) pi-emarket
notification. T he FD A finding of sLIbs taut ml eq uivalence of )'O LI de vicc to a legally marketed
piedcate device results in a classification for your device and thus. penn its youLir device to
proceed to the ia a rkc

If you (desi re Sl)CcilPc ad vice frn your dlev ice on our labeling regtulati on (2 I CFR P art 80 1 and
809. please contact the Office of IM Ko o, Diagnostic Device Evaluation and Safety at (301) 796-
5450. AlIso, lease note the reglation entitled, "Misbranding by' reference to prearket
notification" (2 1 CUR Part 807.97). For questions regarding the reporting of adveise events
tinder the MIDI regulation (21 CI7R Part 803). please go to
http:)//www,%.fdca.uov/Mcdical Dev ices/Stf'ety/Rep~ortaProblemi/dlefauillttiI for the CIRl s Office
of SL uveiIlanc and B i ometries/Di vision of' Postmarket S urveilIlance.

You my obtain other general information on Your responsibilities under the Act fromn the
Di vision of Snial I aniatumurrs, International and Consumer Assistance at its toll -five numberm
(800) 638-2041 or- (301) 796-7100 dr at its fniteiriet address
lhttp //wwwV%. fda .gov/cd rh[/mduiistry/sitr)1ort/iticdexh.ltnil.

Sincerely Yours,

Mary S. Pastel, Se.
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center fiorDevices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known):

Device Name: SurgiCase Orthognathic software wizard

Indications for Use:

SurgiCase is software for pre-operative simulation of orthognathic surgical treatment options,
based on imaging information from a medical scanner such as a CT scanner or a Magnetic
Resonance Imaging (MRI) scanner.

Prescription Use _X ___ AND/OR Over-The-Counter Use __

(Part 21 CFIR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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(0 'Sion Sign-Off)
Divisio f Radiological Devices

office of in Vir j tic Device Evaluation and Safety


